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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
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Application/Control Number: 10/057,1 16 Page 2 

Art Unit: 3762 

DETAILED ACTION 

Election/Restrictions 

1 . Restriction to one of the following inventions is required under 35 U.S.C. 1 21 : 

I. Claims 1-22, drawn to a method for treating a patient with chronic pain, 
classified in class 607, subclass 046. 

II. Claims 23-26, drawn to an electrical therapeutic system, classified in class 
607, subclass 002. 

2. The inventions are distinct, each from the other because of the following reasons: 
Inventions I and II are related as process and apparatus for its practice. The 

inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another materially different apparatus or by hand, or (2) the apparatus as 
claimed can be used to practice another and materially different process. (MPEP § 
806.05(e)). In this case the apparatus can be used to alleviate urinary incontinence, 
invoke motor muscles for walking, or manipulate finger movement in patients with 
arthritis. 

3. Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
matter, restriction for examination purposes as indicated is proper. 

4. This application contains claims directed to the following patentably distinct 
species of the claimed invention: the species involving a leadless stimulator and the 
species involving a stimulator with leads. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, no claims are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 
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Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

5. During a telephone conversation with Laura Haburay Bishop on June 15, 2004 a 
provisional election was made with traverse to prosecute the invention of Group I and 
subsequently the species involving the use of a leadless stimulator, claims 1-11 and 15- 
22. Affirmation of this election must be made by applicant in replying to this Office 
action. Claims 12-14 and 23-26 are withdrawn from further consideration by the 
examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 

6. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

Drawings 

7. The drawings are objected to because the non-descript boxes of Fig. 5 must be 
appropriately labeled with text. Corrected drawing sheets are required in reply to the 
Office action to avoid abandonment of the application. Any amended replacement 
drawing sheet should include all of the figures appearing on the immediate prior version 
of the sheet, even if only one figure is being amended. The figure or figure number of 
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an amended drawing should not be labeled as "amended." If a drawing figure is to be 
canceled, the appropriate figure must be removed from the replacement sheet, and 
where necessary, the remaining figures must be renumbered and appropriate changes 
made to the brief description of the several views of the drawings for consistency. 
Additional replacement sheets may be necessary to show the renumbering of the 
remaining figures. The replacement sheet(s) should be labeled "Replacement Sheet" in 
the page header (as per 37 CFR 1 .84(c)) so as not to obstruct any portion of the 
drawing figures. If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 



Specification 

8. The disclosure is objected to because of the following informalities: the status of 
the application referred to on page 1 1 must be updated. 
Appropriate correction is required. 



Double Patenting 

9. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 

USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

10. Claims 1-11 and 15-22 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-16, 18 and 19 
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of U.S. Patent No. 6,735,475. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because claim 1 of the current application is not 
restricted to the treatment of chronic pain perse since the body of the claim does not 
breathe life and vitality into the claim preamble. The body of the claim merely requires 
that the stimulator be implanted adjacent to at least one peripheral nerve at least in part 
responsible for sensations in a region experiencing chronic pain. Nerves by nature are 
responsible for sensations. In the case of fibromyalgia, practically every sensation 
producing nerve in the body can be said to be in a region experiencing chronic pain. 
Furthermore, since headaches (or facial pain) can be chronic, a person employing the 
method defined by the '475 patent to treat such a headache (or facial pain) would 
necessarily be treating chronic pain. Once the applicant has received a patent on a 
more specific embodiment he is not entitled to a patent for the generic or broader 
invention (See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993)). In 
addition, the specific nerve structures claimed in the '475 patent include peripheral 
nerves as indicated by patented claim 3 (compare with claim 4 of the present 
application). Therefore if identical nerves are stimulated by identical pulses (note claims 
2 and 3 as compared to patented claims 4 and 5), the patented method would inherently 
treat chronic pain. Similar comments apply to independent claim 15 as compared to 
patented claim 1 1 . 

Claims 1-11 and 15-22 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claims 1-5, 8, 
14-16 and 22-31 of copending Application No. 10/081 ,820. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the 
only difference between the claim sets is that the '820 claims refer to implanting a 
stimulator of a size and shape suitable for placement adjacent to the vagus nerve, 
adjacent to at least one portion of the vagus nerve. Since the applicant has defined the 
term "adjacent" to connote "...as close as reasonably possible to targeted tissue, 
including touching or even being positioned within the tissue, but in general, may be as 
far as about 150 mm from the target tissue," any placement of the stimulator within a 
radius of 150 mm from the vagus nerve (or placed halfway between nerves located 300 
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mm apart) would be covered by the '820 patent (the examiner notes that while the 
claims are directed to leadless stimulators, the above definition does not distinguish 
between stimulators with leads and those without, and the phrase "...close as 
reasonably possible..." can include positions not touching or within the nerve tissue, but 
located some distance away). The examiner also considers a stimulator that is of a size 
and shape to be suitable for placement adjacent to a vagus nerve, to be of a size and 
shape suitable for placement adjacent a peripheral nerve. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claims 1-1 1 and 15-22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schulman et al. (Pat. No. 6,185,452). 

Regarding claim 1, although Schulman does not explicitly discuss a method for 
treating chronic pain, the body of the claim does not give life, vitality and meaning to the 
preamble and thus is not limited to methods for treating chronic pain. Claim 1 only 
requires that the stimulator be implanted in a region experiencing chronic pain (i.e., 
treatment of chronic pain itself is not required). Schulman discloses providing at least 
one leadless stimulator (100) having at least two electrodes (112a and 112b), 
implanting the at least one stimulator adjacent to (note the discussion above concerning 
the meaning of the word "adjacent") at least one nerve (see col. 2, lines 16-23), at least 
in part responsible for sensations in a region experiencing pain (note col. 3, lines 30- 
34); providing operating power to the at least one stimulator (see text abridging cols. 3 
and 4), using at least one external appliance to transmit stimulation parameters to the at 
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least one stimulator (col. 5, lines 5-8), receiving and storing the stimulation parameters 
(col. 5, lines 5-28), generating stimulation pulses in accordance with the stimulation 
parameters (col. 5, lines 1-4), and delivering the stimulation pulses to nerves adjacent to 
the at least one stimulator (see col. 6, lines 59-63), wherein the stimulator has a size 
and shape suitable for placement of the electrodes adjacent to the at least one 
peripheral nerve (see col. 6, lines 55-57). 

Regarding the limitation concerning peripheral nerves, because the device of 
Schulman et al. with its relatively small size is capable of being placed in virtually any 
region of the body that may require nerve stimulation treatment, and because Schulman 
does not limit his method to any one nerve in particular, it would have been obvious to 
implant the device near a peripheral nerve if the peripheral nerve required stimulation. 
If the patient were experiencing chronic pain all over, such as might be the case with a 
fibromyalsia patient, any nerve stimulator placed in the body -regardless of its intended 
use — could be said to be placed in a region experiencing chronic pain. 

Regarding claims 2 and 3 and claims with similar limitations, note the pulse 
parameters listed in Table I (col. 7). 

Regarding claim 4 and claims directed to specific nerves or chronic pain 
locations, as reasoned above, because the device of Schulman et al. with its relatively 
small size is capable of being placed in virtually any region of the body that may require 
nerve stimulation treatment, and because Schulman does not limit his method to any 
one nerve in particular, it would have been obvious to implant the device near a 
peripheral nerve if the peripheral nerve required stimulation. 

Regarding claim 9 and claims directed to details of the sensor, note the text 
abridging cols. 7 and 8. 

In regards to claim 10 and similarly worded claims, Schulman shows in Fig. 2 a 
diagram of the stimulator containing a sensor 188 coupled to the stimulation electrodes. 

Regarding claim 15, comments paralleling those made in the rejection of claim 1 
apply here as well. 

Concerning claim 21 , note the text abridging cols. 7 and 8. 
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Regarding claim 22, Schulman disclose that glucose -a blood borne substance — 
may be sensed (text abridging cols. 7 and 8). 

Conclusion 

13. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kennedy Schaetzle whose telephone number is 703 
308-221 1. The examiner can normally be reached on 9:30 -6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 703 308-0851 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 

KJS 

June 15, 2004 



KENNEW SfcHAETZLI 
PRIt^RY EXAMINEE 



